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Guidance for lhdusti’y and FDA Staff,MedlcalDeVIce UserFeeand

Modernization Act of 2002, Validation Data in Premarket Notification

Availability

AGENCY: Food and Drug Admi,‘nistr’ation, HHS.

ACTION: Notice.

SUMMARY: The Food and Drug Administration (FDA) is annoUn‘;:ing the

~availability of the guidance entitled “Guidance fof Ihdus{ry ahd FDA Staff;
Medical Device User Fee and Modernization Act of ZOOZ,VaIidati’on Data in
Premarket Notification Submissions [510(k)s] for Reprocessed Single-Use
Medical Devices” (validation data guidance). The ,Me’diéal"lje.{?fde User Feeand - a
Modernization Act of 2002 (MDUFMA), added a section A’to; the act to establish
new regulatory requirements for reprocessed single-use devices (SUDs).
MDUFMA was signed into law on October 26, 2002. Orie“requii'ement of the
new provision is the submission okf validation data foryuicer‘téih classTandlI
reprocessed SUDs. This guidance document is 'in‘te’h:déd“ tb”'aééiis't;niéhiifalcffurers’ |
of reprocessed SUDs in understanding and complying with this newMDUFMA
requirement. The new section of MDUFMA establishes requirements
applicable only to reprocessed SUDs.

DATES: Submit written or electronic comments on this guidance at any time.
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ADDRESSES: Submrt wrltten requests for single coples ona 3.5” d1skette of the =

draft guidance document entitled ‘‘Guidance for Industry and FDA Staff

Medical Device User Fee and Modernrzatlon Act of

Premarket Notification Submissions [510(k)s] for Reprocessed Slngle Use

Medical Devices’ to the Division of Small Manufacturers Internatlonal and

02 \Vahdatlon Data in | ‘

Consumer Assistance (HFZ——ZZO) Center for Dev1ces and Radrologlcal Health “

(CDRH), Food and Drug Admlmstratlon 1350 Plccard Dr Rockvﬂle MD

20850. Send two self-addressed adhesive h

ffi

processing your request, or fax your request to 301-;44;3;8,“8,“8;‘ e

Submit written comments, concerning the gmdance to the D1v1sron of

Dockets Management (HFA-305), Food and Drug Admlmstratmn 5630 Frshers

Lane, rm. 1061, Rockville, MD 20852. Submit electromccomm T  hitp:/

/www.fda.gov/dockets/ecomments. Identify comments with the docket number

found in brackets in the heading of this document. See the SUPPLEMENTARY

INFORMATION section for information on electronic access to the guidance.

FOR FURTHER INFORMATION CONTACT: {Tim:o,thy“A.' UlatQWSRi, Center for Devices
and Radiological Health (HFZ~-300), Food and.Drug Administration, 2094
Gaither Rd., Rockville, MD 20850, 301-594—4692. |

SUPPLEMENTARYINFORMAT'ON RSO

1. Background

Section 302(b) of MDUFMA adds new requlrements for reprocessed SUDs
to section 510 of the act (21 U.S.C. 360). One of MDUFMA’S prov1srons requlres |

the submission of validation data specified in the statute for certam o

reprocessed SUDs (as identified by FDA). The types of validation data 1nclude o |

cleaning and sterilization data, aﬂdfuncuonalperformance data. . .
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MDUFMA requires that FDA review. the types of reprocessed SUDsnow.  —~ -
subject to premarket notification requirements. and 1dent1fy which of these

devices require the submisﬁsion of validation data to ensure thelr substantial

equivalence to predicate devices. MDUFMA also requrres that FDA review

critical and semicritical reprocessed SUDs that are. currently exempt frorn

premarket notification requlrements and determme Wthh of these dev1ces e |

requires the submlssmn of 510(k)s to ensure thelr substantlal equlvalence to

predicate dev1ces ‘Under MDUFMA, the vahdatron data submrtted for a S

reprocessed SUD must demonstrate that the device will

- equivalent to its predicate after the maxnnum number of t1mes the deviceis

reprocessed as intended by the person submitting the premarket not1f1catlon
MDUFMA required that FDA publish two lists in the Federal Register by

April 26, 2003, concerning the following: (1) A list of critical reprocessed SUDs

whose exemptlon from 510(k) requn:ements will be termmated and (2) a list

of reprocessed SUDs that are currently subject to 510(k) requlrements for which

validation data must be submitted. FDAWlllupdate these llSty..S.@S,,nQ,QQ\SAS?TY'

MDUFMA specifies timeframes during which the validation datamustbe

submitted for reprocessed SUDs on these lists. This guidance document

describes the types of validation data that FDA reCOmmends th b

include. Additionally, the guldance explains the effect of the vahdatlon data o

requirement on reprocessed SUDs that had been cleared or had apphcatlons

pending, before the publication of the lists.
FDA is implementing this level 1 guidance document }ip’oi’i issuance
because it is essential for the agency to provide immediate guidance on the

validation data required by MDUFMA. Under MDUFMA, manufacturersof

reprocessed SUDs have a‘limited time period during which they can develop
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and submit this validation data. The agency has de’@l‘mined, in 1ight of thef"

need to provide immediate gu1dance to. these manufacturers that a request for

comments before issuance of this guldance is not feas1ble The data submlssmn e

recommendations set forth in this guldance will become effective immediately
after approval by the Office of Management and Budget (OMB)of the collectionw N

of information proposed by FDA in this guidance. In developing this uidance,
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public docket on MDUFMA 1mplementat10n docket number 0’2N~05 34
1. Slgnlﬁcanceomedance e

This guidance is being issued consistent with FDA’s good guidance
practices regulation (21 CFR 10.115). The guidance represents‘themagency’s

current thinking on validation data regarding the cteaning, steriliZatiOn, and

rights for or on any person and does not operate to bmd FDA or the pubhc

You can use an alternative approach if the approach satlsfles the requlrements

of the applicable statutes and regulatlons If you want to discuss an alternatlvew“’w o

approach, contact the FDA staff respon31ble for 1mplement1ng thlS guldance

If you cannot identify the appropriate FDA staﬂ‘ call the contact person (see

" FOR FURTHEB INFORMATION CONTACT).

The guidance provides information on the validation da%ta,‘fogreprocessed |
SUDs required by MDUFMA. In some cases, FDA rfnay'have'already’published |
product-specific guidance, other relevant guidancé .thatépplies to the same
type of device, or guidance that is generally applicﬁahle ,t,o"premfarket |

submissions. MDUFMA and this validation data guidance supersede any

existing guidance that r,e,comme;;ds,les_s Completedaté and HlfOI‘mathIlt 1 an

described in this validation data guidance.



To receive “Guidance for Industry and FDA Medxcal Device User Feeand =

Modernization Act of 2002, Validation Data’in Premarket Not1f1

Submissions [510(k)s] for Reprocessed Single-Use Medlca] Devices” by'fax

machine, call the CDRH Facts- On- Demand system at 800——899 0381 or 301— B

827-0111 from a touch-tone telephone. Press 1 to enter the system. At the

second voice prompt, press 1 to order a document. Enter the document number

(1216) followed by the pound sign (#). Follow the remaining voice prompts

to complete your request.

Persons interested in obtaining a copy of the guidance may also do so by

using the Internet. CDRH maintains an entry on the Intern,epfg;i,eesy access

to information including text, graphics, and files th;atwmay be downloaded to )
a personal computer with Internet access. Updated on a regular basis, the
CDRH home pege includesdeviee safety alerts, Federal Register reprints,

information on premarket submissions (including lists of approVed |

applications and manufacturers’ addresses), small manufacturer’s assistance,

information on video conferencing and electronic submissions, Mammography

Matters, and other device-oriented mformatlon The CDRH W ' si

accessed at http://www.fda.gov/cdrh. A search capab1hty for all CDRH

guidance documents is available at http:// WWW.fda.gov/cdrh/gwdance,html.. N

Guidance documents are also available on the Division of Dockets Management

Internet site at http://www.fda.gov/ohrms/dockets.
IV. Paperwork Reduction Act of 1995 |

This notice and the guidance entltled “Guldance for Industry and FDA;

Medical Device User Fee and Modernlzatlon Act of ;

Premarket Notification Submissions [510(k)s] for Reprocessed Single-Use |

02, Vahdatlon Datain
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Medical Devices” contain a proposed collection of information that requires-

clearance by OMB under the Paperwork Reductlon Aot of 1995 In a document R

published elsewhere in this issue of the Federal Reglster FDA is announcing

that thls proposed collection of 1nformatlon has been submltted to OMB for

emergency processing. The notice also SOllCltS comments concemmg the

proposed collection of inf,o;myatlon.‘

FDA will publ‘ish a separate notice in the Federal Register ann0uncing
OMB’s decision to apprave, modify, or disapprove the information collection |
provisions contained in thlsnotlceandthe guidance. An,_agencywmay’not |
conduct or sponsor, and a person is not required to: respond to, a ’c‘olleotion‘ |
of information unless it displays a currently valid OMB control number.
V. Comments LT e |

You may submit written or electromc Comments regardmg thls gmdanoe

two copies of a written comment or one copy of an electrom‘c, :commehnt.«,, ;

Individuals may submit one copy of a written comment. You should identify

comments with the docket number found in brackets in the heading of this

~ of Dockets Management between 9 a.m. and 4 p.m., Mon‘day through FrldHY-




Dated: G/ s

June 27 R 2603

Jefﬁre,/)%é/ren,

Assistant Commissioner for Policy. o , '
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